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§35.33

management program has been imple-
mented along with a copy of the pro-
gram.

[66 FR 34121, July 25, 1991, as amended at 59
FR 61783, Dec. 2, 1994]

§35.33 Notifications, reports, and
records of misadministrations.

(a) For a misadministration:

(1) The licensee shall notify by tele-
phone the NRC Operations Center?2 no
later than the next calendar day after
discovery of the misadministration.

(2) The licensee shall submit a writ-
ten report to the appropriate NRC Re-
gional Office listed in 10 CFR 30.6 with-
in 15 days after discovery of the
misadministration. The written report
must include the licensee’s name; the
prescribing physician’s name; a brief
description of the event; why the event
occurred; the effect on the individual
who received the misadministration;
what improvements are needed to pre-
vent recurrence; actions taken to pre-
vent recurrence; whether the licensee
notified the individual (or the individ-
ual’s responsible relative or guardian),
and if not, why not; and if there was
notification, what information was
provided. The report must not contain
the individual’s name or any other in-
formation that could lead to identifica-
tion of the individual. To meet the re-
quirements of this section, the notifi-
cation of the individual receiving the
misadministration may be made in-
stead to that individual’s responsible
relative or guardian, when appropriate.

(3) The licensee shall notify the refer-
ring physician and also notify the indi-
vidual receiving the misadministration
of the misadministration no later than
24 hours after its discovery, unless the
referring physician personally informs
the licensee either that he will inform
the individual or that, based on med-
ical judgement, telling the individual
would be harmful. The licensee is not
required to notify the individual with-
out first consulting the referring physi-
cian. If the referring physician or the
individual receiving the
misadministration cannot be reached
within 24 hours, the licensee shall no-
tify the individual as soon as possible

2The commercial telephone number of the

NRC Operations Center is (301) 816-5100.
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thereafter. The licensee may not delay
any appropriate medical care for the
individual, including any necessary re-
medial care as a result of the
misadministration, because of any
delay in notification.

(4) If the individual was notified, the
licensee shall also furnish, within 15
days after discovery of the
misadministration, a written report to
the individual by sending either:

(i) A copy of the report that was sub-
mitted to the NRC; or

(ii) A brief description of both the
event and the consequences as they
may affect the individual, provided a
statement is included that the report
submitted to the NRC can be obtained
from the licensee.

(b) Each licensee shall retain a
record of each misadministration for 5
yvears. The record must contain the
names of all individuals involved (in-
cluding the prescribing physician, al-
lied health personnel, the individual
who received the misadministration,
and that individual’s referring physi-
cian, if applicable), the individual’s so-
cial security number or other identi-
fication number if one has been as-
signed, a brief description of the
misadministration, why it occurred,
the effect on the individual, improve-
ments needed to prevent recurrence,
and the actions taken to prevent recur-
rence.

(c) Aside from the notification re-
quirement, nothing in this section af-
fects any rights or duties of licensees
and physicians in relation to each
other, to individuals receiving
misadministrations, or to that individ-
ual’s responsible relatives or guard-
ians.

[66 FR 34122, July 25, 1991, as amended at 59
FR 14086, Mar. 25, 1994; 60 FR 48626, Sept. 20,
1995]

§35.49 Suppliers for sealed sources or
devices for medical use.

A licensee may use for medical use
only:

(a) Sealed sources or devices manu-
factured, labeled, packaged, and dis-
tributed in accordance with a license
issued pursuant to 10 CFR part 30 and
10 CFR 32.74 or the equivalent require-
ments of an Agreement State; or
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